REMARKS 



In response to the requirement set forth in the Office Action, applicant 
hereby requests that the CRF in the parent application, 09/441 ,315, be used to 
generate a CRF in the present application. 

The applicant would also like to take this opportunity to inform the 
Examiner that the Reexamination Proceeding No. 90/006,098, concerning U.S. 
Patent No. 5,602,301 , mentioned in applicant's prior Amendment dated March 3, 
2003, has been concluded and has resulted in the issuance of a Reexamination 
Certificate. That Reexamination Certificate is attached hereto along with a 
supplemental IDS document in which it is identified. Please note that a Terminal 
Disclaimer has previously been filed in respect of U.S. Patent No. 5,602,301, in 
conjunction with the above-mentioned Amendment. 

Favorable action and allowance of this application are requested. The 
Examiner is invited to contact the undersigned attorney by telephone if there any 
questions about this submission or other matters that may be handled in that 
fashion to expedite the allowance of this application. 



By: 



Respectfully submitted, 

Kenneth A. Gandy v 0 

Reg. No. 33,386 

Woodard, Emhardt, Moriarty, 

McNett & Henry 
Bank One Center/Tower, Suite 3700 
1 1 1 Monument Circle 
Indianapolis, Indiana 46204-5137 
(317) 634-3456 
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Application/Control Number: 09/878,01 1 
Art Unit: 1636 

THerep.yffledon^une^is - M>yresponsive,o,heprior Office Ac ti o„ b ec.se 

or THIRTY (30, DAYS from «he maUing date of this notice, whichever is ionger, within whtch 
TIME PERIOD MAY BE GRANTED UNDER 37 CFR ..136(a). 



Certain papers re,ated to Ms app.ica.ion may he submitted direct* to the Exan.net by 
n0t i c espub,ishedi„ t heOffic i a 1 G a2 et,e,..56 0 O6.(N„vembe,.6,,993)and.,70O94 

J)- . Jl « ! *.37 W U ( **-*'»-"'*'" , - k - , * t,tt 

Uni , .636 Fax number is (703) 305-7939. NOTE: .f App.ican, does submit a paper by fax to 
.isnumber.theExaminermustbeno.ifiedprompt.y.toensurematchingof.hefaxedpaperto 

tentative. (703)303-4242 or ( 703,305-30 1 4maybeusedwitho,n„,i«cationo f d 1 e 
is encouraged to use the ratter two fax numbers un,ess immediate action by the Examtner ts 
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Application/Control Number: 09/878,011 
Art Unit: 1636 

quired, ,g„ during discussions of claim language for aUowab.e subject matte,. NO 
DUPLICATE COPIES SHOULD BE SUBMITTED so as to avoid the processing of duplicate 

papers in the Office. 

Any inquiry concerning this communication or earlier communications from to 
Examiner with np* to the examination on to merits sh„u.d be directed to James Ketter 
whose«e.ephonenumberis(703)3084169.TheExanunernorma.lycanbereachedonM.F 

(9:00-6:30), with alternate Fridays off. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
supervisor, Remy Yucel, can be reached at (703) 305-1998. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-1234. 
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PRIMARY EXAMINER 
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(57) ABSTRACT 

Described are preferred myocardial grafts of skeletal myo- 
oSs or cardiomyocytes. and cellular com^smo^nd 
methods useful in obtaining the grafts. The my^anhal 
grafts are stable and can be used, for example, to deliver 
recombinant proteins directly to the heart. 
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. » -Trtxi /-r-DTTlTir ATI? 77. 77u? MtW o/c/aim «, wherein said myocardial graft 
REEXAMINATION CERTIFICAlli & d < r J ctl juxlap0S J ed t0 myocardial cells of the mammal 

ISSUED UNDER 35 U.S.C. 307 18 _ The met hod of claim 8, wherein said myocardial tissue 

rr\cr\ a c is in the left ventricular wall of the mammal. 

THE PATENT IS HEREBY AMENDED AJ> . 19 A method for delivering proteins to the myocardial 

INDICATED BELOW. 5 ofa the method comprising: 

Matter enclosed In heavy brackets [ ] appeared , ir, .the ^^.du^ viable^ ^JS^JZSt* 

patent, but has been deleted and is no longer a part of the i^^to Z myocardial tissue If the mammal such 

Patent; matter printed in italics indicates add.t.ons made Z"ntroduced skeletal myoblasts or cardiomyo- 

to the patent. "> ^ form a stab \ e gra ft. wherein the skeletal myo- 

AS A RESULT OF REEXAMINATION, IT HAS BEEN ^ - SUS^TSA 

DETERMINED THAT: 'J e u expressed sufficiently for delivery of the 

... nmtein to the myocardial tissue, and further wherein 

□aims 5-7. 10 and 13 are cancelled. 15 ^ gmfi ^ cgUs viabU for at least six months after 

Claims 1. 8. 9. 11 and 12 are determined to be patentable ^j^™?^^ 19. wherein said directly intro- 
as amended. ducing comprises injecting. 

a a »«• 21 A method for delivering proteins to the myocardial 

Claims 2. 3 and 4. dependent on an amended claim, are „ ^^tal. the method comprising: 

determined to be patentable. introducing viab i e cardiomyocytes expressing a 

patentable. omvocytes form a stable graft, wherein the DNA 
"t^KaS*^ i^wo^myo^ '^ZSilSSll. ^rttv*****! 

after jaw/ introducing. '^;„t nf the mammal such that the intra- 

8. [The method of claim 5, wherein carchomyocytes are 35 Tl^leTJobZTfZ a stable myocardial 

t£tttt^^ a£=£l~ 8ra : 

'^introducing viable cardiomyocytes into the myo- 25. The method of claim wherein the myocardial graft 

^ial tissue of the mammal such ijj^ *> » 7^3^/^ % wWn *«* *~ 
ca ^mv.cyr« /orm a stable myocardial graft in the 

mammal. . . 17 Thp mPt Und of claim 26, wherein said stable myocar- 

9. The ^hod^claim [5] 8. wherem the myocardial ^^Zce'uvX^at least six months after said 

^T^Si^m[l^27^iic^i^P^ * in '% U ™ S meth0d0 fdaim24. wherein said graft is directly 

is comprised of skeletal myoblasts } skeletal myoblasts :are j^^^™, cells ofthe manual. 

pitttto » the myocardial tissue of a mammal, the method ma^^ facing skeletal myoblasts into the 

comprising: mvnrardial tissue of the mammal such that the tntro- 

cvt« are goMBcaOy » «P«? ^ n The method of claim 30. wherein the myocardial graft 

s'eauence and wherein the DNA sequence is expressed 31. I ne metnoaoj ciai 

of cardiomyocytes. 33 T he method of claim 30. wherein said graft is directly 

14. The method of claim 8. wherem said myocardial graft J^JZ^to myocardial cells of the mammal. 

Has cells viable for at least six months 4*^J™*£* ^TmrneSofc^ 32. -herein said graft is directly 

15. The method of claim 8, wherem said directly moo- J*J* ^ ^ ^ ^ 

ducing comprises injecting. 

16. The method of claim 14. wherein said directly intra- . , . . * 

ducing comprises injecting. 



